
Food .and Drug Administration 

21 CFR Part 73 
i ,. : _: 

I .“..> ,/-T _i ̂c 
‘I I”‘> ,.,. 

[Docket No. OOC-I 3211 .-*a 

Listing of Color Adc#@&s Exempt From Certification; Mica-Based 1.e . l”Pmlla,> ,” _. 

Pearlescent Pigments : .;G 
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ACTION: Final rule. 

additive regulations to provide for the safe use .of mica-based pf=rlescent ,> ,.( * ” *< 2 , *,- “z-b. I&b% 

pigments as color a&#ives in j. IJ.-?_ *._ 3,. / cUontactL lenses. This act&n is& response to ‘:l,ii,.ir P*-i’..r,.:i. ..;r ,: > .I,:.,>:. 1 .I 

a petition filed by Wesley Jessen Corp. 

DATES: This regulation 5s effective [insert date 3q dgys plus 1 business day 

after date of publication in the FqdeyaJ Register]. Submit written ,or ele,Gron& _ i 

objections and requests for a hearing by [insert date 30 days after date of 

publication in the Federal Register]. See section. VIII <sf the SUPPLEMENTARY b.. lllll./ ,“,:’ “Wi. ‘*, ,,“-d* -~ii-“,i,:.q :yi ~,~“*:,*+,‘, : 5~s”. ,,; I ., ) _. . ,(...‘, 

INFORMATION section of this document for inform,ation on.the filing of \ ‘..l i *t. ,. fl , +r _ “:i ,. ? A;‘... .I‘ 1’ /:< :f ;“‘;< :,p ;$ :&vz “>,x.?fi.*~,; $>FT.“~&?& ( i 

objectives. 

ADDRESSES: Submit written or electronic objections to the Do&ets Management .- _,, , Ir.l v!_ *: ?,X c:-r ,/,. ,..*,:,i,; 

Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, rm. 

1061, Rockville, MD 20852. Subm@ electronic comments to http:// ^~*;-*. b‘>i v. 1,./ .,.>emr*,. “i.,S,lr ‘,&,‘. #.“a), . . ...” _ “;““B* ;>, ,q‘(+gv. ” 

www.fda.gov/dockets/ecommen&. 
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SUPPLEMENT&RY. INFORNIATION: ., ^...Y-“J <s-i .*lr-“*~%u ~Wi*n~‘~l”.~r.~,~..,~~.r^*; / ++,*.*<* :. .c. _,i z_*> ,, ,,_ _ ,*rA*,,, ~“, _,,, / _., “Jo., _(_ _l,jl,j “~1”“, I” __, ._ ,‘ ,,‘I: _I ;_ . I_ 

I. 1ntroductj.w 

In a notice published in the l?e&q$ Register of June 7, 2000 (65 FR ’ 

36148), FDA announced ,thta cq),qr,.~$@$ye petition (CAP OcO271) had been / 

filed by Wesley Jessen, Corp., 333 East Howard Ave., Des Plaines, IL 60018 

(now Ciba Vision Corp., 11460 Johns Creek Pkwy., Duluth, GA 30097-1556). 

The petition proposed to amend the color additi,y~..regulations in part 73 (21 

CFR part 73 subpart D- Medical D.evices) to provide for the.safe use of~mica 

to color contact lenses During its subsequent review of the petition, the agency I s.. . ..Z.‘ _,*9. 

determined that the subject color ad,ditives are composite.pigments composed .<,*_a”* __., 1. 

of mica coate,d with iron oxides or mica coated with titanium dioxide. ,,IC /.h ?,,“l, < >s. _. ri-tr- .~~,~-..~~,,,~~~~,.~,~~~;‘~,~~~~~~~. ~~~~~~*~~:~Bc~~~~~~~~~~~~~~~~~~~ .ey;~~:~~,r-s-i :, ,_ ‘, *““.“~~‘.~~.~~.:;,‘~~~?-.~~;“z;:i~~~:;rr, ,(I;_. ; ,.” “,_ (I Ic ( ,; 

Therefore, in the Federal Register of May 20, 2002 (67 FR 35551), the agency 

published an amended.fi,ling notice to state that,& petition proposes that the 

color additive regulations be amended to, provide for the safe use of mica 

coated with iron oxides or mica coated with titanium+dioxide, collectively . ..- _, A i_, K,>, ,‘.& .r.d’2wa ,,:;:~.e&:c.” \e* 3’ ,,~, i , .v;* i,’ r<~lq”“,l;qC- -,a” I_. ‘:“m’*~p”‘F .:, li,, , *. ., _. - __: __ 

identified as mica-based pearlescent pigments, in contact 1e”nses. 

II. Identity and Mawfaqt,u@Fg 

Mica-based pearlescent pigments consist, of either n&a platelets coated 

with titanium dioxide or mica platelets coated with iron oxides. >These color /,*,. .\ ,” _ :. ,““I I vi _s :: ~ss,.,““i’i’**.; <p 

additives are manufactured by preparing a suspension of mica platelets, and 

then adding a solution of a.sol,,uble salt of titanium or of iron, and a base to 1 ,_j ;~-:.ii..ecir _I,_ i”*.‘-‘-> “.,Iy ~.“~^r”.“~.ur,a-;?.~J-r,,~,~~~,L ~i.>,*-hn$$&, ,,““> ,. I >,: 1 I~ .“,- ,_(~. _: _,_ , ; _,_ ; 

precipitate titanium hydroxide or iron hydroxide onto the mica-platelets. These 

particles are heated fcalcined) at 800 to PQQ “C @.,!$?tain mica ~o~~~~.~~~~l?,:.~,, ,I i ,, _A .,, .,. ~i-r~.“~,,..,l-,,.~, ,a*.-,:- 

titanium dioxide- or mica coated with iron oxides. These color additives create “. ,>i 7, :; i-‘.A ,, ‘z?p?~~?,w%. ~~>.~~~~~-tg; < ,&CT ** ~~~~~~~.sK?~~~~~~~~i~~!~~~~~~.,~ f *+,~-~hb~ 73. .xpao.a, ..,a- ,_ q. sy +,,pFpyq, : :” ,. .( d. i : i ,, ;,z ~ _ _L. *. . ,x ‘/_ *.j ‘)” . “.., / / ,:Ap.“* (“. ._,. _ . 

a pearlescent effect and are-known commonly as pearlescent pigments. , . ,$ Iu, ,,* ,%,-,?.a; .‘i”i;ih<i<s,~,’ (1 
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Therefore, the agency is establishmg mica-based pearlescent pigments as the 
!. 

common or usual name 0.f tkc+r a&itives -,. .I,., -.” I,&.,,* ^,. t \_ , .> *., _ . ,. ) 1 _. ,. ._ z...) ; -. 

III. Safety Evaluation 

During its review of the safety of the use of micabased,pearlescent 

pigments in contact lenses, the agency considered the exposure to the color 

additives from the petitioned use: The agency notes that it is highly unlikely 

that the color additives,,oy~,~.~ir components would migrate out of the contact ,h^ t- _.I, 

lens into the aqueous environment of the ,eye, because: (1) These pigments are 

insoluble in aqueous media, and (2) they are an integral part of the contact 

lens. Therefore, the agency concludes that the exposure to the components of 

the color additives, including any impurities that may be present in them, from 

the petitioned use, would be negligible (Ref. 1). 

The agency notes that two of the corrponents of the color add$..ves, iron 

oxides (§ 73.3125) and titanium dioxide (§ 73.3126), already are listed for use 

as color additives mcontact lenses. Therefore, the agency concludes that the ,“” .,,., .I ., I~c j,l%\‘ *. \( .~ i ..,I “I. **,v ~*n,rr”hA *j.::“*“> ,.., 

use of iron oxides or titannun dioxide in n&a-based pearlescent pigments does 

not present a safety concern (Ref. 2). 

Although mica currently is not regulated for use as a color. addjtive.in, 

contact lenses, it has been approved for s&use in coloring cosmetics . . . “j_ .,, __,_i _.,“*%. ^/,~ f ,. 

generally, including those applied to the area pf.the eye, including the eyeball 

(§§ 73.2496 and 70.3(s)). Generally, the toxicological tests the agency requires 

to demonstrate that a como,additive ,, .^. 1 ̂  ..pw.. is safe for use in coloring cosmetics “h I-‘,0 _, _*ri:irx.-,, I T” .“w’.i><.,,a, ‘,p<. *h ,&:“.b? c, 

applied to the eye area are adequate to support the safety of a color additive 

used in contact len,sss, In~,b&bv~,q~~~, the t+s must @WY that the @or. ,. 

additive is safe adep:txpected to cause adverse,effects~“~~~erthe._cqrjd~~~-~ns 



I 

of use. This is refleicted,~~~~~.~~,,agency’s current guidance document for contact 

lens manufacturers (Ref. 3). 

In this case, the toxicological data which suppsrted the approval of mica 

for use in eye area cosmetics are s,uffiQent~to support the safe use of mica 

in contact lenses. These data showed that instillati.on of a solution containing ” r*. I,_ , <,I -‘“,,~~?~,.~~.,~a-ii~~~ ,,,, %+%u!&#l.l\n\. .;a:~~~:r,~~,:c.~~~, ,.\*@$ :,&“, .“~.rl.~r;;,~*,““Yv :, p. .#*z- 2: ,:,h* ,,;; AZ< r“ 

S-percent mica directly into the eyes of rabbits did not produce any evidence 

of ocular or iridial irritation [Ref. 4). In contrast to this exaggerated and direct 

exposure to mica in the eye, the exposure to mica from its proposed use in 

contact lenses would,be negligible, and if any incidental exposure to mica were 

to occur, it would not be a safety’concern. Therefore, the agency concludes 

that mica also may be used safely to color contact lenses (Ref. 2). 

The regulations listing mica for use in coloring drugs (§ 73.1496) and 

cosmetics (5 73.2496) provide specifications to ensure the safe use of mica in (3 .., ,. .,,. ._ .*a ~, q .” i. /.*,*. I . 1...* se ,,/ I __,/%. ,_ _ _ _( , * 

those products. To ensure that-the, mica used in the manufacture of mica-based ._ ., I i / ,.. ̂.&.. 1, .~“..:‘s-. *,.: “:*‘. ‘,,.r”~~,.~:,,giX.u.~.::~~‘xd -:,. >j, o-‘/* * *_) &i;‘q .* n;:.<:.,.i. . a,,_ . I _ 

pearlescent pigments is of comparable purity to the already regulated mica, . .“’ 

the agency is requiring in new 5 i3.3128 that mica used to manufacture the “.““.)~,“~r..i.ir~ i~-.‘ii,Bi,,A. *_j\*, ̂  ,, 

color additives meet the identity and specifications for mica in 5 73.1496. The 

agency also has considered theneed to establish purity specifications for the ,, . w. . . ._*I ,,.. 1,. ..l ,. 

mica-based pearlescent pigments. As noted previously, the agency has 

determined that the exposure to the components of mica-based pearlescent 

pigrnents, including any impurities that may be present in them from the 

petitioned use, would be negligible. Given the negligible exposure to the color 

additive and the specifications that are being established for the mica 

component of the color additive, the agency concludes that it is not necess,ry 

to establish separate specifications for the mica-based .pearlescent pigments in 

new § 73.3128. 

’ 
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IV. Conclusion 

Based on the data in the petition and other releva,~t,,,~,,~~el, FDA 

concludes that the petitioned use, of mica-based pearlescent pigments as color 

additives in contact lensesi~s~ safe, the additives will achieve&eir &item&d .Y _ ,“. _, 

technical effects, and thus, are suitable for this us,e. The agency’concludes that 

part 73 should be amended as .set,,Sorth”in,th~s document. In addition, based .j ,o.,,* “* .‘ ,?O .h,,gal,.,_ ,<,” .IL1 *-*l’. \,,“‘.h. ,“/ , , ., : ( 

upon the factors listed in 21 ,CPRk,~~,Z~(b), the agency concludes that 

certification of mica-based pearle,scent pigments is not necessary for the 

protection of the public health. 

V. Inspection of Documents , 

In accordance with § 71.15 (21 CFR 71.15), the petition and the documents 

that FDA considered and relilid~,upon in reaching its decision to approve the 

petition are available for inspection at the Center for ,Food Safety and Applied . .,,_ \. ._._ >< 

Nutrition by appointment with the information contact person. As provided 

in § 71.15, the agency will delete from the documents “any materials that are 

not available for public disclosure befor~e.ma&ipg the documents available for 

inspection. 

VI. Environmental Impact 

The agency has previously considered the environmental, effects of this 

rule as announced in the-notice of filing for CAP OCO271 (65 FR 36148, June 

7, 2000). No new informati0.n or ,comm.ents have been received that would ’ ,, ,.~I, ,... /..w” x*,s. ,Sl. i f “-ii ..,e>., __,,l* ,_ /, I_ _.s”a.,i *> ,,L _, ,+,. (Z. 6 1/1 / _( / “ .’ 

affect the agency’s previous determination that-there. i>s qo significant impact 

on the human environment and that an environmental impact statement is” not .)_” ?,. .a. _-.> ,* a,. A. .q. ..(V I:iA^ ,cw,>.. ir-*,,a.,ic --*,,I.,,~~~~-or.~i~.,,~:,3~~ri $1,. ;-( C.‘\‘$ r,_ 

required. 
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VII. Paperwork Reductig.9 &t of 1995 / /i I A *, 3” ,e ., i 

This final rule contains no co&ctions of information, ,The,refore, clearance . 

by the Office of Management and Budget under the Paperwork Reduction Act. 

of 19% is not required. 

VIII. Objections 

Any person who will be,~“ad~v,ers.ely affected by this regulation may file with 

the Dockets Management B”ranch (see ADDRESSES) written objections by (see 

DATES). Each objection shall be separately numbered, and each numbered 

objection shall specify with particularity the provisions of the regulation to . . ,. 

which objection is made and-the grounds for the .objection. Each numbered 

objection on which a hearing is requested shall specifically so state. Failure 

to request a hearing for any particular objection shall cons@ut,e.,a $a$,verO of 

the right to a hearing on that objection. Each numbered objection for which 

a hearing is requested shall include a de,tailed description and analysis of the 

specific factual informatipn inter&$ to be presented in support of the 

objection in the event that, a hearing is held. Failure to incJu,de such a _ * “,l/_..y:_ ,t ._ */ _-*._ ,< 

description and analysis for any particular objection shall constitute a waiver 

of the right to a hearing on the objection. Three copies of all doquments shall 
/ 

be submitted and shall be identified with the docket number found in brackets I * l,jl I-.‘i”‘.~‘,rr...(*. ,.,* ~I(_I._,*,__ .., -, ̂  ̂( “7 i +#. I ,d, -I _I * .._/ * +i,&:,,.:P‘,. p; ,i;:j ;:~ :, :\ .$>“’ ‘” r;,‘“.~~,;,‘“::li ,_ a,;< ;- 

in the heading of this document. ,Any objections received in response to the 

regulation may be seen in the Do$kets,Man,agement Branch between 9 a,m, I 

and 4 p.m., Monday through Friday. FDA will publish notice .of the objections 

that the agency has received or Jack thereof in the Federal Register. * I > >. ,>.A, _. , ,fy’“:+er-.;“.- .“p~rrs8, 
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Color additives, Cosmetics, Drugs, Medical.devices. 
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authority delegated to the Comrnbsipq,er of Food and Drugs, and redelegated 1. “^,.l-,~““.,“._l_, ce,, 

to the Director, Center for Food,$afety and Applied Nutrition, 21 CFR*part 

Authority: 21 U.S.C. 322, 341, 342, 343, 348, 351, 352, 355, 361, 362, 371, 379e. 
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2. Section 73.3128 is added &gbpart D to wad w ~o!!o.Ys: , ,I )a‘,_ . . ;*i* _ .j 

Mica-ba?ed pearlesch pig?i%tits; 973.3128 

titanium or iron salts from a basic solution onto mica, followed by calcination *a*. .~ r._l .a,._ ,‘,~.,a .*Q”*_. ,.,-; ..~~(ri-~,~.~?r”.~~~~~,~~;p~~~~~”~~,”,,~:,:,~~~~~:iinl.~~~.~~~:,:,~ ir -in ,,._ ~ir:r $,. ,” &~.,* ) .,_ , : ,_, ,i y, ,:// _,- “, ,_ )r _ _j, _ _ ‘ 

to produce titanium. dioxide,or iron oxides on mica. Mica usedto manufactur,e, _.“.,, . . // .r”l”r..TrrC *.,tY1‘.~il ‘. **is iii” ‘% *. xii 7 ‘a”+. *:sc r-~*g.$“:r*~ &&k-~ 1 ::il:ii-* > *,<*+*“p.; >J.>.ypb *J c, &,, .$ .‘“;A ‘Is*;,:“; . *, .; _ ,~, ‘.+ 1 ,- ,, I ,_, 1 _ ; _ , 

the color additive shall conform in identity and specifications @the _> .-,( “. ~/ x,, rh,.,rA*.” ..+ ,/_A_ --w~~ez?w‘i w 

requirements of § 73.1496(a)(l) and (b). 

(b) Uses and re@$@n~., (I) Mica-based pearlescent pigments listed in * 

paragraph (a) of this section m,ay be used as a co!or,add$ive. &ontact lenses ~.):.,,>y%’ .,;s ,5T,li + *w,~~~~,,;” ,; ,: ,; 
i’ 

in amounts not to exceed. the minimum reasonably required to accomplish the I .\% <,.. .,. ;._ b ..: s; ,I,, ,:.: ;, .,./*.. ,-“,..,..‘;p .“:j ., ,a ̂ ., ,-, 

intended coloring effect. ’ 

(2) Authorization a.nd,co,mpliance with this use $41 not be $?r~K%&as _,, ,: ” Y”,,.._ I” 

waiving any of the requirements of sections51$k), 515, and 520(g) of the 

Federal Food Drug, and Cosmetic Act (the act) with respect to the contact ~ ., u,,.*.,) 

lenses in whkh tie.adWve is FS@- , ) ,_ 1 : 
(c) Labeling. The label of then color additive s&~&&&m to the _ 

., 



Dated: , 

September 30, 2002. 

L. Robert Lake, 
Director, 
Office of Regulations and Policy, 
Center for Foq$.%f,ety and Applied Nutrition. 

[FR Dot. 02-????? Filed ??-??-02; 8’:45 am] ,.(_ ., .,/._, ,, 

BILLING CODE 4j6p-Q1-9, _‘ 


